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Abstract 
 
Objective  
The focus of this study was to identify the factors that impact upon the 
recruitment of participants to research studies in wound care from the 
FRPPXQLW\QXUVHV¶perspective. 
 
Method  
A qualitative approach utilising classic grounded theory methodology was 
used.   Semi structured interviews were used to generate data and data 
DQDO\VLVZDVIDFLOLWDWHGE\XVLQJ465,QWHUQDWLRQDO¶V19LYRTXDOLWDWLYHGDWD
analysis software (2012) [1].  
 
Results  
Eight participants consisting of community registered nursing staff of differing 
levels of seniority took part in the study. Four main themes emerged from the 
data:   
x knowing about the impact of research studies,  
x knowing about the patient,  
x knowing about the research team and,  
x knowing about the study. 
 
Conclusions  
There are a number of factors in addition to the eligibility criteria that influence 
community nurses when identifying potential participants for wound care trials.   
These factors limit the recruitment pool so may affect the transferability and 
generalisability of research findings to the intended population. The design of 
future recruitment strategies and the planning of study initiation training 
should take these factors into account.  
 
Key words 
 
Research, grounded theory, nursing staff, wounds and injuries, community 
health nursing, patient selection. 
1. Introduction 
 
It is estimated that 200,000 of the population has at least one wound [2] which 
impacts upon their quality of life. The financial burden of wound care on health 
resources is immense with the provision of wound care accounting to an 
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estimated £2.3 to £3.1 billion per year in 2005 and 2006 which equates to 
around 3% of the total NHS budget [3]. The majority of patients with chronic 
wounds are cared for within the community setting with wound care making 
up a large proportion of community nursing work in the United Kingdom [4]. 
There is a wide range of products available for nurses to choose from but a 
relatively limited evidence base to inform decision making in wound treatment 
choice [2]. Over recent years there has been an increasing amount of 
research undertaken to meet the need for a more robust evidence base in 
wound care [5,6]. Much of this takes place in the community setting. 
 
6WXGLHV¶ recruitment targets need to be met in a timely, effective and efficient 
manner to prevent costly study extensions, delays to the implementation of 
findings and to ensure that the requirements for continued Comprehensive 
Research Network (CRN) financial support are met. Gul and Ali, (2010) [7] 
report on the financial and ethical implications of delayed or inefficient 
recruitment which they say can threaten the internal and external validity of a 
research study whilst Bowrey and Thompson (2014) [8] highlight how difficult 
it can be to recruit the most appropriate participants quickly to ensure the 
judicious conduct of the study. Another study of recruitment into randomised, 
controlled, multicentre trials [9] found that time and financial extensions are 
often requested due to difficulties achieving target sample size. More 
understanding of the issue to inform practical actions is needed if recruitment 
targets are to be met as planned. 
 
7KHLVVXHRISDWLHQWV¶rights to be involved in research also deserves 
consideration. In the UK, the National Health Service (NHS) requires that 
research activity dovetails with care provision. The NHS Constitution (2015) 
[10] pledges that all eligible prospective study participants are offered the 
opportunity and choice to take part in relevant studies, which includes wound 
care studies. In the UK, as so much wound care occurs in the community, 
community nurses are essential for the identification of potential trial 
participants for wound care studies; these nurses are effectively the 
gatekeepers into trial participation. Therefore, the aim of this study was to 
explore recruitment to wound care studies from the community nurses¶ 
perspective and to gain greater understanding of the factors which facilitate 
and hinder recruitment. 
 
 
 
2. Methods 
 
A qualitative approach using classic ground theory [11] was used to inform the 
design of this study.  
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2.1 Sampling 
 
A purposive theoretical sampling technique was used to generate the study 
sample [11]. Participant criteria were recorded to ensure that a range of 
factors were represented (Table 1) and explored to guide the theoretical 
sampling process in an attempt to ensure effective data saturation.  
 
Participants were sought from a district nursing service in a community trust in 
the north of England. The inclusion criteria specified professionally registered 
community nurses working as staff nurses or senior nurses. Research is 
described as one of the key components of registered nurses working in a 
tissue viability specialist role [12] so tissue viability specialist nurses were, 
excluded because of their different role in terms of trial recruitment. 
Unregistered community staff (such as healthcare assistants) were also 
excluded because they did not have responsibility for identifying prospective 
research study participants.   
 
2.2 Data Collection  
Semi structured interviews were used to generate data and these interviews 
were audio-recorded and transcribed. Interview length ranged from 20 to 55 
minutes and took place in a pre booked private room within one of the 
organisations buildings being mutually agreed between both parties. The 
interviewer held a research position within the organisation but did not have 
any managerial responsibility for any of the participants and was known to 
some of the participants due to the organisations wounds research activity.   
 
2.3 Data Analysis 
 
Data analysis was undertaken in line with classic grounded theory 
recommendations. Initial analysis was conducted after each interview, noting 
theoretical memos to inform the level of data saturation and to guide the 
pursuance of emergent themes. Data analysis involved the coding of the data, 
the emergence of themes from these data and subsequent theory 
development. Within each theme a number of sub themes emerged which 
further explained each WKHPH¶VPHDQLQJVDQGSDUDPHWHUV465,QWHUQDWLRQDOV
NVivo10 qualitative data analysis software (NVivo) [1] was used to support 
this process. 
 
 
3. Ethics and Approvals 
 
Permissions were granted from the educational institution, the local research 
DQGGHYHORSPHQWGHSDUWPHQWDQGIURPWKHRUJDQLVDWLRQ¶VKHDGRIVHUYLFHIRU
District Nursing. 
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4. Results 
 
4.1. Demographic data 
Eight community nurses who met the inclusion and exclusion criteria were 
recruited to the study over an 8 month period in 2014. The participants ranged 
in seniority from Community Staff Nurse to Senior Manager with varying 
research experience. There was a wide range in length of time since 
qualifying as a registered nurse and also in the time spent in community 
practice (see Table 1). Six of the participants were educated to degree level, 
two of whom had VWXGLHGRUZHUHVWXG\LQJDW0DVWHU¶VOHYHO7KHUHPDLQLQJ
two participants were educated to diploma level. 
  
Table 1 Study participant demographic data 
 
4.2 Themes 
Four key themes emerged from the data: 
x knowing about the impact of research studies,  
x knowing about the patient,  
Participant 
No. 
Banding* Locality Post 
Registration 
Education 
and Level 
Length of 
time 
qualified  
Length of time 
working in 
community 
setting 
Previous involvement 
in recruitment to 
wound care studies? 
1 
 
5 B Degree 10-19 
years 
10-19 years Yes 
2 
 
5 A Degree 0-9 years 0-9 years Yes 
3 
 
Band 6 
(protected 
Band 7) 
C Degree 30-39 
years 
30-39 Years Yes 
4 
 
Band 6 
(protected 
Band 7) 
A Degree/ 
Some 
Masters level 
education 
10-19 
years 
0-9 years Yes 
5 
 
5 E Diploma, 
Conversion 
Course 
40-49 
years 
20-29 years Yes 
6 
 
8a A 
 
Degree 
Studying for 
MSc 
20-29 
years 
10-19 years No 
7 
 
6 E Degree 40-49 
years 
10-19 years Yes 
8 
 
5 D Diploma 0-9 years 0-9 years Yes 
(*Band 5- Registered Nurse practising in the community, Band 6- Registered Nurse with an additional 
community qualification practising as a District Nurse, Band 7- as band 6 with additional leadership and 
management responsibilities, Band 8a- Senior manager responsible for a number of community staff.) 
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x knowing about the research team and,  
x knowing about the study. 
 
 
4.2.1. Knowing about the impact of research studies 
The participants talked about how being actively involved in research 
impacted on different aspects of their clinical practice. There was recognition 
that research diGµKDYHDSODFH¶ in their practice and recognition that most of 
the nurses research involvement was in wound care.  It was noted that this 
PD\EHGXHWRWKHRUJDQLVDWLRQ¶VZRXQGFDUHVHUYLFHEHLQJPRUHSURDFWLYHLQ
this field than other services that they were clinically involved with.  
The participants also talked about the impact of research findings on patients. 
The application and implementation of new knowledge from research was 
recognised as being key to the provision and delivery of high quality care to 
patients.  
 µif you come back with some better way for us to work or a 
dressing or whatever might impact on time, cost and quality of 
FDUHIRUWKHSDWLHQW¶  
There was some appetite to know more background information about 
research studies to understand the research process through to 
implementation of the findings. 
However, participants were conscious of the time pressures associated with 
research activity especially as they were already under a lot of pressure, 
clinically. They reported that this meant that research activity was not always 
prioritised and stated that they would like to have dedicated time for research 
activity.  
µQRWKDYLQJWKHWLPHQRWKDYLQJDSURWHFWHGWLPHVRWKDWLW¶VQRW
given relevDQFH¶  
 
4.2.2. Knowing about the patient 
References were made to the thought processes and considerations that 
nurse participants made when deciding which of the patients on their 
caseloads to approach in relation to wound care study recruitment (or whether 
WR DSSURDFK WKHP DW DOO :KHQ UHYLHZLQJ WKH SDWLHQW¶V VXLWDELOLW\ IRU WDNLQJ
part a number of the nurse participants said that they looked at the person as 
DZKROH2QHSDUWLFLSDQWGHVFULEHGWKLVDV WU\LQJ WR ILQG WKH µSHUIHFWSDWLHQW¶. 
This not oQO\LQYROYHGDVVHVVLQJWKHSDWLHQWLQUHODWLRQWRWKHVWXG\¶VHOLJLELOLW\
criteria but also involved an additional multi-factorial review of the patient and 
their circumstances. A range of factors were described which both increased 
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and decreased the likelihood of the nurses approaching a patient about a 
study (Figure 1).  
 
Figure 1- )DFWRUVGHQRWLQJDµSHUIHFWSDWLHQW¶ 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Factors on the right are those which contribute to a patient being considered a 
µSHUIHFWSDWLHQW¶DQGZRXOGHQFRXUDJHUHFUXLWPHQW7KHIDFWRUVRQWKHOHIWDUH
WKRVH WKDW QXUVHV DOVR FRQVLGHUHG EXW ZKLFK ZRXOG GHWUDFW IURP D SDWLHQW¶V
µSHUIHFWQHVV¶ IRU UHFUXLWPHQW LQWR D VWXG\. When considered together these 
GHVFULEHWKHHOHPHQWVDQGFRQFHSWRIDµSHUIHFWSDWLHQW¶¶ 
 
Participants said that their focus was to enable and build trust with the patient 
VRWKDW WKH\ZRXOGKDYHWKHDELOLW\ WRVD\ µQR¶ZLWKRXWZRUU\LQJ WKDW WKHFDUH
that they receive would be compromised. 
'Unwell' and /or 
'frail' 
'Nurse/ patient 
relationship' 
'Interest' and  
'receptiveness' 
'Enthusiasm' 
'Motivation' and 
'compliance' 
'Ability to 
communicate' 
Frequent 
hospitalisation 
'Complex' and/ or 
'multiple needs' 
'Social and 
environmental issues' 
'Lack mental capacity' 
                Ǯǯ  
Undesirable Factors Desirable Factors 
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 µit¶V hard for them to say µno¶, when they know us and say µI 
would rather not¶ ZHOO WKDW¶VDEVROXWHO\ ILQHZHGRQ¶WZDQW WKHP
thinking they¶UH not going to get the best caUHEHFDXVH WKH\¶YH
declined.¶ 
There was also a suggestion that having a good rapport and trust with their 
patients meant that the nurse participants could be more assured that the 
patient would agree to take part in the studies because they wanted to, rather 
WKDQ LQ DQ DWWHPSW WR µSOHDVH¶ WKH QXUVH There was a feeling, though, from 
one of the nurse participants, that if rapport did not exist with a patient that 
this would not help with the process. 
 µthe likelihood is if you feel that there isn't a rapport that the client 
would probably say µno¶¶  
 
4.2.3 Knowing about the research team 
The community nurses also identified that it was important to know about the 
research team. They stated how it was important to know who the research 
nurses were and for them to be considered as part of the wider team. This 
was important not only to enable easy contact but also to be able to assess 
WKHUHVHDUFKQXUVHV¶DFFHSWDELOLW\WRWKHSRWHQWLDOSDWLHQWUHFUXLW 
7KHQXUVHVIHOWWKDWLWZDVLPSRUWDQWWRERWKµSURWHFW¶WKHSDWLHQWDQGWR
maintain their own nurse/ patient relationship. 
 
µthey don't want some research nurse that they don't know coming 
along and possibly not, you know, as they said don't know whether 
she's nice, don't know who she is¶  
 
The importance of having regular contact with the clinical research nurses 
was stressed so that information could be given on a face to face basis about 
studies, how teams could get involved and to encourage engagement. The 
nurses recognised, though, that the research team also faced time pressures 
which made this difficult. 
 
 
4.2.4  Knowing about the study 
The nurse participants discussed the importance of knowing about different 
aspects of research studies, so that they felt that they were part of and 
involved in the process.  However, it was often felt that information was not 
always available or was too complicated. Knowing about the methodological 
structure and conduct of the study was expressed as being important so that 
a judgement about the quality of the study could be made- 
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  µthat actually the actual work that's been undertaken is at the 
quality that you want it to be so that it's actually it's valid 
research¶ 
Knowledge of and understanding of study eligibility criteria was stated as 
being important so that there was clarity of the type of patients and wounds 
requirHG 7KH QXUVH SDUWLFLSDQW¶V XQGHUVWDQGLQJ RI WKHLU UROH LQ WKH XVH RI
eligibility criteria in recruitment to studies was µto identify patients that we 
perceived to be eligible for the trial¶ EXWLIWKHUHZDVXQFHUWDLQW\DERXWSDWLHQWV¶
eligibility the decision regarding potential inclusion was referred to the clinical 
research nurse.   
The nurse participants felt it was particularly important to have study 
information before, during and after the study. However, in previous studies in 
which they had been involved, they reported that they were not always 
informed of the results.  This may impact on future enthusiasm and 
engagement. 
 
One of the participants talked about a specific study that she had been 
involved in with a specific specialist nurse- 
 µwe met her a few times, she went to see some of the patients 
and we never heard anything about that after.¶ 
But there was a feeling that even if feedback was received there was not the 
time to read the research papers for the outcomes of the research completely. 
 
5. Discussion  
 
The findings from this study highlight some of the factors that influence 
community nurses within their role of identifying potential participants for 
wound care studies. 
It was encouraging to find that in an organisation which has some previous 
experience of identifying patients for wound care trials, community nurses 
were very positive about being involved in research and the potential benefits 
for patients and the clinical team. 
However, there was some evidence that research activity may be perceived 
DVDµIDLUZHDWKHU¶DFWLYLW\WKDWLVWKUHDWHQHGE\WKHFOLQLFDOZRUNORDGGHPDQGV
$VWKHVHGHPDQGVLQFUHDVHWKLVLVOLNHO\WRKDYHDQLPSDFWRQFOLQLFDOQXUVHV¶
ability to commit to research activity. This may, in turn, impact upon the 
timeliness of study recruitment and lead to extra costs in terms of study 
extensions. It may also impact upon quality of care with evidence to suggest 
that there is a positive relationship between individuals and healthcare 
Journal of Tissue Viability 01 Jan 2016 
 
Page 10 of 12 
 
organisations that actively take part LQ UHVHDUFKDQGDQ LQFUHDVHG µOLNHOLKRRG
RIDSRVLWLYHLPSDFWRQKHDOWKFDUHSHUIRUPDQFH¶>3]  
Importantly, the findings indicate that the nurse participants not only 
considered study eligibility criteria but also appear to introduce additional 
factors to both include and exclude patients.  These additional factors may be 
LQ UHODWLRQ WRWKHSDWLHQW¶VKHDOWK (e.g. multiple needs requiring complex care 
packages, frequent hospitalisation), social situation (e.g. isolation, 
bereavement), environmental issues relating to ensuring the nurses safety 
and their willingness to take part, even though some of these factors have 
EHHQ LQFOXVLRQ FULWHULD IRU VRPH WULDOV $OWKRXJK WKH QXUVH SDUWLFLSDQWV¶
intention may be to only involve the patients that they think would best suit 
each research study, in essence, they are introducing a pre-screening 
element to the recruitment process. The excluded patients will not even 
appear on a study screening log which means that valuable data relating to 
key characteristics of the population is being lost. This is particularly important 
as it disenables those that are aging or have co-morbidities, for example, from 
taking part in research studies. The result of this pre-screening is to create a 
hidden population for which the size and demographics are unknown as 
neither the patient nor the research nurse will be aware that the clinical nurse 
is making these judgements. 
 
5.1 Limitations  
This is a small-scale preliminary study so any conclusions must be tentative.  
It is also important to note that the organisation from which these nurse 
participants were recruited is very active in wound care research so this may 
not be considered a typical population of community nurses. The results of 
this study, therefore, cannot be assumed to be transferable to other 
populations.  It would be useful to replicate this study in other community 
trusts. 
 
6. Conclusion 
This study raises some interesting issues about recruitment into wound care 
studies and how the reported additional screening may reduce the 
generalisability of study results.  
The results of this study may be useful to inform education about identifying 
patients to recruit into studies. It is important that community nurses 
understand the importance of adhering to the eligibility criteria to maximise 
recruitment and to avoid contravening the NHS Constitution pledge. This will 
ensure that all patients are offered the opportunity to participate in research 
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studies optimising the transferability and generalizability of results to those in 
need of wound care. 
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